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An investigationof your medicatedfeedmill locatedat ClaudiaStreet#9 Amelia
~~al Pm Guaynabo,PuertoRico, conductedby a Food andDrugAdministration
inv~ator on Au- 24,25 end 30,2000 f~d significantdeviationsfrom-t .
GoodMan~ti Praotice (GMP)re~ti- fbrM&ted Feeds(Title21CODE,.
OF ~m Mm~ONS, Part 225)’.Such deviatiow causefeedsbeing
~~ 8t this *@ty to be adulterat@W~ the meaningof seotion501(a)(2)@)
of the Fdwd FOO&~g, ~d Cometic ~f’ ‘

Our investigationfoti the.’~llowingdevi~ok tim the CurrentGoodManuti~ti ?? . .

practice regulation: “
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1. Failure to conduct periodicpotency assays fm hg Componmtsm - - -
representativesmpl~ of the “16Y0 CustomFomula Medicinado”
to ~ the feed Wnfo- to SpeCMd ~Uir~ats of Stia -
in accordanceto 21 CPR 225.158. -

,.

2. Failure to ctibrate your productionweighingscales in accordance
to 21 CFR 225.130. .,.

.,

The above identificationof violations is not inirnded to be an all-inclusivelist of
defici-ies at your fmility, It is your responsibilityto assure adherencewith emh
reqtiment of the GoodManti*ring Pr*tim Regulation. @

You shotid take prompt action to eorreetthese&olations,and you shouldesa~blish
~rocedureswherebysuch violationsdo not reGwtFailw to promptlycorrect these
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;iolations may result in regulatorysanetiona. ~ese sanctionsinclude,but are mt limited
to,seizure andor injunction ,, ,! ,“,

.

.,
For your tiormatio~ a review of the product label fbr “16% CustomFormda
Medicinado” revealed sevd issues that we wouldlM to Mg to your attention. First, .
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the product label does not b~ ~statementgf the ~ptived indicationsnor the dtitions “ ~!.. .... .
for MCdescribed in 21 CFR 558,355(f)as ~~~ia.bj 21 Cm 201.5, Seoond,the. ;
product label must also bear the folfodng *.@tig ‘d~ents:

,.

“Donot alIowhon& or other equinesaoeesk~ofo~ul~b~ containingm~;dn.
Ingestionof monmin by eqtin~.~been ~atil.’’[2lCFR 558.355(6)] and [21CFR.... ........ ,.
558.355(8)]

-.., .. . . . J+r .

“Monensinrnedieatedcattle f@-iss?fc for,use@,w.uIeonly, Consumptionby . . ..!

unwved speeie may Wt in to~.rea~~~~ [21;.@R 5S8.355(7)(i)] & [21.Ck ~ -....,,
558,355(8)]

,., !.,. ., b....<. ‘b
,. f’” P-r?‘.’$:‘“?“ ‘ ‘.

‘Do not exceedthe levels of monensinreco~end~ in the feedingdirections,as
~ averagedaily gains may result.” [21’* 558=355(7)(v)]and [21 CFR 558.35S
(8)]
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u yow @m isdistliiutd solelywithin4e;c&n*@& of Pm Mm, you my “- - --,‘“. :-
translate tie above statementsinto Spanish+~d*%@ ‘M21 CFR 201,15(o)(l). .
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P1eascno~ the San Juan District o~ce in W- within 15 working days of receipt of .
this letter, of the speoificsteps youhave taken to comt the noted violations, including
an qlanation of each step being taken to pti-at the rm=ee of these or similar
violations,

Your reply shauld be sent to ~e Food andDrug ~dministration, SanJum District office, . . . . . .
466 FemandezJuncos Ave., San J- Pu@o-Rico,00901-32.23, . . ,. . ..- ,! ..- ,..
Attention Steven B. Barber, Acting Compliance Officer.
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Sicerely,
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